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PART 9900: TECHNI CAL GUI DANCE

SAFETY. TG
OPERATI ONS - SAFETY AND COVPLI ANCE

A PURPOSE

The Conmmi ssion has approved the attached di scussion of safety and
conpliance. This guidance is incorporated into the NRCInspection
Manual for use by all NRC staff.

B. SAFETY AND COVPLI ANCE

As comonly understood, safety neans freedom from exposure to
danger, or protection fromharm |In a practical sense, an activity
is deenmed to be safe if the perceived risks are judged to be
acceptable. The Atom c Energy Act of 1954, as anended, establishes
"adequate protection" as the standard of safety on which NRC
regul ation is based. In the context of NRC regul ation, safety
means avoiding undue risk or, stated another way, providing
reasonabl e assurance of adequate protection for the public in
connection with the use of source, byproduct and special nucl ear
mat eri al s.

The definition of conpliance is much sinpler. Conpliance sinply
means neeting applicable regulatory requirenents.

What is the nexus between conpliance and safety?

1. Safety is the fundanental regulatory objective, and
conpliance with NRC requirenents plays a fundanental role in
giving the NRC confidence that safety is being maintai ned.
NRC requirenments, including technical specifications, other
license conditions, orders, and regulations, have been
desi gned to ensure adequat e protection--which corresponds to
"no undue risk to public health and safety"--through
acceptabl e design, construction, operation, nmaintenance,
nodi fi cation, and qual ity assurance neasures. |Inthe context
of risk-informed regulation, conpliance plays a very
inportant role in ensuring that key assunptions used in
underlying risk and engi neering anal yses remain valid.

2. Adequate protection is presunptively assured by conpliance
with NRC requirenents. Circunstances may arise, however
where new information reveals, for exanple, that an
unforeseen hazard exists or that there is a substantially
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greater potential for a known hazard to occur. In such
situations, the NRC has the statutory authority to require
|icensee action above and beyond existing regulations to
mai ntain the |evel of protection necessary to avoid undue
risk to public health and safety.
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3. The NRC has the authority to exercise discretion to permt
conti nued operations--despite t he exi st ence of a
nonconpl i ance--where the nonconpliance is not significant
from a risk perspective and does not, in the particular
ci rcunstances, pose an undue risk to public health and
safety. \When non-conpliances occur, the NRC nust eval uate
t he degree of ri sk posed by that non-conpliance to determ ne
if specific imediate action is required. Were needed to
ensure adequate protection of public health and safety, the
NRC may demand i mmedi ate | i censee action, up to and i ncl udi ng
a shut down or cessation of |licensed activities. |In addition,
in determning the appropriate action to be taken, the NRC
nmust eval uate the non-conpliance both interns of its direct
safety and regul atory significance and by assessi ng whet her
it is part of a pattern of non-conpliance (i.e., the degree
of pervasiveness) that can lead to the determ nation that
| icensee control processes are no | onger adequate to ensure
protection of the public health and safety. Based on the
NRC s evaluation, the appropriate action could include
refraining from taking any action, taking specific
enforcenent action, issuing orders, or providing input to
ot her regul atory actions or assessnents, such as increased
oversight (e.g., increased inspection).

4, Where requirenents exist that the NRC concludes have no
safety benefit, the NRC can and should take action, as
appropriate, to nodify or renove such requirenments fromthe
regul ations or licenses. Requirenents that are duplicative,
unnecessary, or unnecessarily burdensone can actually have a

negative safety inpact. They also can tend to create an
i nappropriate NRC and |icensee focus on "safety versus
conpl i ance" debates. As the Comm ssion states in its

Princi pl es of Good Regul ation. "There shoul d be a cl ear nexus
bet ween regul ati ons and agency goal s and obj ecti ves, whet her
explicitly or inplicitly stated.™

5. Since sonme requirenents are nore inportant to safety than
ot hers, the Conm ssion should use a risk-infornmed approach
wher ever possi bl e when adding, renoving, or nodifying NRC
regul ati ons, as well as when applying NRC resources to the
oversight of licensed activities (thisincludes enforcenent).
Based on the accumul ati on of operating experience and the
i ncreasi ng sophistication of risk analysis, the NRC shoul d
continue to refine its regulatory approach in a nmanner that
enhances and reaffirnms our fundanental safety objective.

These principles attenpt to descri be the nexus between conpli ance
and safety. The m sperception that conpliance and safety are
somehow i nconpati bl e or unrel ated ari ses when the principles just
outlined are not wunderstood or are wongly applied. When
understood and applied correctly, the result should be a
consi stent, credi bl e regul atory approach--as appliedto licensing,
i nspection, enforcenent, performnce assessnent processes, and
rul emaki ng.

END
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